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1. Claims 3 and 4 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. These claims are indefinite because the 
temperature scale for the temperature recited on line 2 of each claim is not provided. 
Clarification is required. 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chun et al. (6,423,252). Chun et al. disclose or suggest the basic claimed process for 
making biomedical absorbable foams for use in the repair and regeneration of dermal 
tissue (column 7, line 1 1) including (1) preparing a solution including a synthetic, 
biocompatible, bioabsorbable, aliphatic, elastomeric copolymer comprising 
copolymerized E-caprolactone and glycolide at a molar ratio of E-caprolactone:glycolide 
ranging from about 30:70 to about 40:60 (column 5, lines 57-67) and a solvent in which 
the copolymer is soluble, wherein the solution comprises about 5 % by weight of the 
copolymer and about 95 % by weight of the solvent (column 8, lines 6-12, as well as 
examples 2 and 3), (2) placing the solution in a mold suitable for the preparation of foam 
tissue scaffolds (column 4, line 42), (3) cooling the solution at a temperature and rate of 
temperature reduction sufficient to provide foam tissue scaffolds (column 9, lines 21- 
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32), (4) solidifying the solution to form a solid, and (5) removing the solvent from the 
solid to provide a porous foam. Chun et al. appear not to explicitly teach the aspect of 
quenching the solution, but such would have been obvious to one of ordinary skill in the 
art in order to provide an appropriate freezing rate, as described at column 9, lines 21- 
32. 

Chun et al. teach the molar ratio of claim 2 at column 5, line 62, and the inclusion 
of a therapeutic agent, as in claims 5 and 6, at column 12, lines 19-44. The 
temperature of a heat sink to which the solution is exposed, as in claims 3 and 4, would 
have been readily determined by routine experimentation by one of ordinary skill in the 
art in order to achieve a desired freezing or solidification rate. 

4.Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Allan Kuhns whose telephone number is (571 ) 272- 
1202. The examiner can normally be reached on Monday to Thursday from 7:00 to 
5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Colaianni, can be reached on (571) 272-1 196. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

allan r.kuhns 
Primary examiner A j ,75 
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